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DETAILED ACTION 

1. The following is a Final Office Action in response to the Amendment received 
on 15 September 2008. Claims 1, 8 and 9 have been amended. Claims 1-25 are 
pending in this application. 

Claim Objections 

2. Claims 1 and 12 are objected to because of the following informalities: 

• Claim 1, line 4 includes the grammatical error "a user-interface". 

• Claim 12, line 2 includes the grammatical error "a user". 
Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 12-25 are rejected under 35 U.S.C. 102(e) as being anticipated by U.S. 
Patent Publication No. 2003/0114836 (hereinafter Estes). 
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5. As per claim 12, Estes discloses a method of operating an infusion pump (Fig. 1, 
element 100) for delivering a therapeutic agent into the body of a user (pg. 3, par. 
[0029]), the infusion pump being programmable (pgs. 3-4, par. [0034] and [0035] and 
Fig. 2, element 132) and including memory (pgs. 3-4, par. [0035] and Fig. 1, element 
106), the infusion pump being programmed to run a delivery program (pgs. 3-4, par. 
[0034] and [0035] and Fig. 2, element 132), the delivery program controlling the 
infusion pump to deliver the therapeutic agent according to a delivery schedule (pg. 3, 
par. [0032]-[0034], pg. 8, par. [0073] and Fig. 6, BOLUS DELIVERY), the method 
comprising: 

storing a data set in the memory (pgs. 3-4, par. [0035] and Fig. 1, element 106), 
the data set including a set of operating parameters defining a delivery schedule (pg. 
6, par. [0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 
5.7U, Time Display: 24 Hr., Beep Volume: 3), at least one of the operating parameters 
being a uniquely identifying name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 
12:57 AM); 

selecting the uniquely identifying name thereby assigning the set of operating 
parameters identified by the uniquely identifying name to the delivery program (pg. 7, 
par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM); and 

running the delivery program (pg. 8, par. [0073] and Fig. 6), the delivery 
program executing the set of operating parameters thereby controlling the infusion 
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pump to deliver the therapeutic agent according to the delivery schedule defined by 
the set of operating parameters (pg. 6, par. [0057] and [0059]). 

If, however the prior art is interpreted differently by a third party, the base 
reference and secondary reference teach "selecting the uniquely identifying name 
thereby assigning the set of operating parameters identified by the uniquely identifying 
name to the delivery program" as follows: 

Claim 12 is rejected under 35 U.S.C. 102(e) as anticipated by Estes or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Estes in view of U.S. Patent No. 
2003/0011646 (hereinafter Levine). 

As per claim 12, Estes teaches a method of operating an infusion pump (Fig. 1, 
element 100) for delivering a therapeutic agent into the body of a user (pg. 3, par. 
[0029]), the infusion pump being programmable (pgs. 3-4, par. [0034] and [0035] and 
Fig. 2, element 132) and including memory (pgs. 3-4, par. [0035] and Fig. 1, element 
106), the infusion pump being programmed to run a delivery program (pgs. 3-4, par. 
[0034] and [0035] and Fig. 2, element 132), the delivery program controlling the 
infusion pump to deliver the therapeutic agent according to a delivery schedule (pg. 3, 
par. [0032]-[0034], pg. 8, par. [0073] and Fig. 6, BOLUS DELIVERY), the method 
comprising: 

storing a data set in the memory (pgs. 3-4, par. [0035] and Fig. 1, element 106), 
the data set including a set of operating parameters defining a delivery schedule (pg. 
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6, par. [0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 
5.7U, Time Display: 24 Hr., Beep Volume: 3), at least one of the operating parameters 
being a uniquely identifying name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 
12:57 AM); and 

running the delivery program (pg. 8, par. [0073] and Fig. 6), the delivery 
program executing the set of operating parameters thereby controlling the infusion 
pump to deliver the therapeutic agent according to the delivery schedule defined by 
the set of operating parameters (pg. 6, par. [0057] and [0059]). 

Estes teaches to a method substantially the same as claimed but does not 
expressly teach selecting one unique identifying Name (pg. 7, par. [0063] and Fig. 5; 
i.e. Susp. On at 12:57 AM); and running the delivery program wherein the delivery 
program executes the operating parameters identified by the selected unique 
identifying name (pg. 6, par. [0057] and [0059]). 

Levine teaches selecting the uniquely identifying name (Fig. 23, i.e. "Medication" 
type) thereby assigning the set of operating parameters identified by the uniquely 
identifying name to the delivery program (pg. 2, par. [0038], pg. 11, par. [0147] and 
Fig. 23). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include selecting the 
uniquely identifying name thereby assigning the set of operating parameters identified 
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by the uniquely identifying name to the delivery program to increase patient 
compliance, by replicating the experience of the patient visiting an actual clinic (pg. 1, 
par. [0009]). 

6. As per claim 13, Estes discloses downloading the data set to the pump from a 
computer (pgs. 3-4, par. [0035], Fig. 1 and 2, elements 106 and 132 and Fig. 3A, 
element 300). 

7. As per claim 14, Estes discloses storing a data set in the memory (pgs. 3-4, par. 
[0035] and Fig. 1, element 106), includes storing two or more data sets in the memory 
(pgs. 3-4, par. [0035] and Fig. 1, element 106), each data set including a set of 
operating parameters defining a delivery schedule (Fig. 3A, element 300; Fig. 2, 
elements 100 and 132; pgs. 3-4, par. [0035]; Fig. 5, Alarm/Event Marker Table; pg. 6, 
par. [0060], i.e., "The graph is derived from carbohydrate consumption events from the 
event marker table that have been logged by the user"; pg. 7, [0063], i.e., "the time 
change is displayed in either 12 or 24 hr format depending on user's settings"; pg. 7, 
par. [0064], i.e., "At least some of these events can be taken as inputs to the bolus 
estimator 128 in calculating an insulin dosage"). 

8. As per claim 15, Estes discloses generating a menu, the menu including at least 
one menu item corresponding to one of the unique identifying names; and wherein 
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selecting the unique identifying name includes selecting the menu item (pg. 8, par. 
[0073] and Fig. 6, element "Main Menu"). 

9. As per claim 16, Estes discloses wherein storing a data set in the memory (pgs. 
3-4, par. [0035] and Fig. 1, element 106), includes storing two or more data sets in the 
memory (pgs. 3-4, par. [0035] and Fig. 1, element 106) includes storing a plurality of 
data sets in memory, each data set including a set of operating parameters defining a 
separate delivery schedule (Fig. 3A, element 300; Fig. 2, elements 100 and 132; pgs. 3- 
4, par. [0035]; Fig. 5, Alarm/Event Marker Table; pg. 6, par. [0060], i.e., "The graph is 
derived from carbohydrate consumption events from the event marker table that have 
been logged by the user"; pg. 7, [0063], i.e., "the time change is displayed in either 12 
or 24 hr format depending on user's settings"; pg. 7, par. [0064], i.e., "At least some of 
these events can be taken as inputs to the bolus estimator 128 in calculating an insulin 
dosage"). 

10. As per claim 17, Estes discloses generating a menu includes generating a 
menu having at least one menu item corresponding to a unique identifying name 
from one data set and at least one menu item corresponding to a unique 
identifying name from another data set (pg. 8, par. [0073] and Fig. 6, element "Main 
Menu"). 
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11. As per claim 18, Estes discloses the execution of the delivery program from the 
set of operating parameters in one data set to the set of operating parameters in 
another data set (pg. 8, par. [0074]). 

12. As per claim 19, Estes discloses an infusion pump (pgs. 2-3, par. [0027] and Fig. 
1, element 100) comprising: 

a pump mechanism (pg. 3, par. [0029]); 

memory storing a data set (pgs. 3-4, par. [0035] and Fig. 1, element 106), the 
data set including a set of operating parameters defining a delivery schedule (pg. 6, 
par. [0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 5.7U, 
Time Display: 24 Hr., Beep Volume: 3), at least one of the operating parameters being 
a uniquely identifying name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM); 
and 

a processor (pg. 3, par. [0034]; e.g. PC, laptop) arranged to control the pump 
mechanism and in data communication with the memory (pgs. 3-4, par. [0034]), the 
processor being programmed to assign the set of operating parameters (pg. 6, par. 
[0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 5.7U, Time 
Display: 24 Hr., Beep Volume: 3) to the delivery program upon selection of the 
uniquely identifying name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM) 
and to execute the set of operating parameters thereby controlling the pump 
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mechanism to deliver the therapeutic agent according to the delivery schedule (pg. 8, 
par. [0073] and Fig. 6, BOLUS DELIVERY). 

If, however the prior art is interpreted differently by a third party, the base 
reference and secondary reference teach the "the delivery program upon selection of 
the uniquely identifying name" as follows: 

Claim 19 is rejected under 35 U.S.C. 102(e) as anticipated by Estes or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Estes in view of Levine. 

As per claim 19, Estes teaches an infusion pump (pgs. 2-3, par. [0027] and Fig. 
1, element 100) comprising: 

a pump mechanism (pg. 3, par. [0029]); 

memory storing a data set (pgs. 3-4, par. [0035] and Fig. 1, element 106), the 
data set including a set of operating parameters defining a delivery schedule (pg. 6, 
par. [0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 5.7U, 
Time Display: 24 Hr., Beep Volume: 3), at least one of the operating parameters being 
a uniquely identifying name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM); 
and 

a processor (pg. 3, par. [0034]; e.g. PC, laptop) arranged to control the pump 
mechanism and in data communication with the memory (pgs. 3-4, par. [0034]), the 
processor being programmed to assign the set of operating parameters (pg. 6, par. 
[0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 5.7U, Time 
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Display: 24 Hr., Beep Volume: 3) to the delivery program (pg. 8, par. [0073] and Fig. 
6, BOLUS DELIVERY) and to execute the set of operating parameters thereby 
controlling the pump mechanism to deliver the therapeutic agent according to the 
delivery schedule (pg. 8, par. [0073] and Fig. 6, BOLUS DELIVERY). 

Estes teaches to a method substantially the same as claimed but does not 
expressly teach the delivery program upon selection of the uniquely identifying name 
(pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM). 

Levine teaches the delivery program upon selection of the uniquely identifying 
name (pg. 2, par. [0038], pg. 11, par. [0147] and Fig. 23, i.e. "Medication" type). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include the delivery 
program upon selection of the uniquely identifying name to the delivery program to 
increase patient compliance, by replicating the experience of the patient visiting an 
actual clinic (pg. 1, par. [0009]). 

13. As per claim 20, Estes discloses a data port (pg. 3, par. [0034] and Fig. 2, e.g. 
PC, laptop), the processor being further arranged to control downloading of the data 
set and storage of the data set into the memory (pgs. 3-4, par. [0035], Fig. 1 and 2, 
elements 106 and 132 and Fig. 3A, element 300). 
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14. As per claim 21, Estes discloses the memory stores two or more data sets in the 
memory (pgs. 3-4, par. [0035] and Fig. 1, element 106), each data set including a set 
of operating parameters defining a delivery schedule (Fig. 3A, element 300; Fig. 2, 
elements 100 and 132; pgs. 3-4, par. [0035]; Fig. 5, Alarm/Event Marker Table; pg. 6, 
par. [0060], i.e., "The graph is derived from carbohydrate consumption events from the 
event marker table that have been logged by the user"; pg. 7, [0063], i.e., "the time 
change is displayed in either 12 or 24 hr format depending on user's settings"; pg. 7, 
par. [0064], i.e., "At least some of these events can be taken as inputs to the bolus 
estimator 128 in calculating an insulin dosage"). 

15. As per claim 22, Estes discloses the processor is further programmed to generate 
a menu, the menu including at least one menu item corresponding to one of the unique 
identifying names, wherein selecting the menu item is at least one step in beginning 
execution of the delivery program (pg. 8, par. [0073] and Fig. 6, element "Main Menu"). 

16. As per claim 23, Estes discloses the memory stores two or more data sets (pgs. 
3-4, par. [0035] and Fig. 1, element 106), each data set including a set of operating 
parameters defining a separate delivery schedule (Fig. 3A, element 300; Fig. 2, 
elements 100 and 132; pgs. 3-4, par. [0035]; Fig. 5, Alarm/Event Marker Table; pg. 6, 
par. [0060], i.e., "The graph is derived from carbohydrate consumption events from the 
event marker table that have been logged by the user"; pg. 7, [0063], i.e., "the time 
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change is displayed in either 12 or 24 hr format depending on user's settings"; pg. 7, 
par. [0064], i.e., "At least some of these events can be taken as inputs to the bolus 
estimator 128 in calculating an insulin dosage"). 

17. As per claim 24, Estes discloses the processor is further programmed to 
generate a menu, the menu including at least one menu item corresponding to a 
unique identifying name from one data set and at least one unique identifying name 
from another data set (pg. 8, par. [0073] and Fig. 6, element "Main Menu"). 

18. As per claim 25, Estes discloses the processor is further programmed to switch 
execution of the delivery program from the set of operating parameters in one data set 
to the set of operating parameters in another data set (pg. 8, par. [0074]). 

Claim Rejections - 35 USC § 103 

19. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented 
and the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

20. Claims 1-11, 13-18 and 20-25 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Estes in view of Levine. 



Application/Control Number: 10/087,449 Page 13 

Art Unit: 2121 

21. As per claim 1, Estes teaches a method of programming an ambulatory infusion 
pump (Fig. 1, element 100) from a computer (pgs. 3-4, par. [0034] and [0035] and Fig. 
2, element 132), the ambulatory infusion pump programmed to execute a delivery 
program (pgs. 3-4, par. [0034]), the delivery program being driven by operating 
parameters (pg. 3, par. [0032] and [0033]), the method comprising: 

generating a table (Fig. 3A, element 300) on an interface displayed by the 
computer the computer having a computer peripheral (col. 6, par. [0054]), the table 
(Fig. 3A) containing a row, the row having a plurality of cells (pg. 6, par. [0054]; i.e. 
corresponding operating parameters and cells, e.g. Max Bolus: 5.7U, Time Display: 24 
Hr., Beep Volume: 3), and each cell in the row relating to a different operating 
parameter for the delivery program (pg. 6, par. [0054]; i.e. corresponding operating 
parameters and cells, e.g. Max Bolus: 5.7U, Time Display: 24 Hr., Beep Volume: 3); and 

downloading the operating parameters into the pump (pgs. 3-4, par. [0035], Fig. 
1 and 2, elements 106 and 132 and Fig. 3A, element 300). 

Estes teaches a user-interface displayed (Fig. 3B-3D) by the computer the 
computer having a computer peripheral (pg. 6, par. [0056]) but does not expressly 
teach generating a table on a user-interface displayed by the computer the computer 
having a computer peripheral, entering receiving an operating parameter into at least 
one of the cells in the table, the operating parameter being entered directly into the at 
least one of the cells through the computer peripheral. 
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Levine teaches to a user-interface (Fig. 23, element 1800) displayed by the 
computer (Fig. 3, element 120, 130 and 140) the computer having a computer 
peripheral (pg. 2, par. [0038], pgs. 4-5, par. [0090] and pg. 11, par. [0147]), entering 
receiving an operating parameter into at least one of the cells (Fig. 23, element 1812) 
in the table (pg. 11, par. [0147] and Fig. 23, element 1800), the operating parameter 
being entered directly into the at least one of the cells through the computer 
peripheral (pg. 11, par. [0147]). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include a table on a 
user- interface displayed by the computer the computer having a computer peripheral, 
entering receiving an operating parameter into at least one of the cells in the table, the 
operating parameter being entered directly into the at least one of the cells through the 
computer peripheral to increase patient compliance, by replicating the experience of the 
patient visiting an actual clinic (pg. 1, par. [0009]). 

22. As per claim 2, Estes teaches the table includes a plurality of rows (pg. 6, par. 
[0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 5.7U, Time 
Display: 24 Hr., Beep Volume: 3). 
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Estes does not expressly teach each row relating to a different set of operating 
parameters, each set of operating parameters defining a different delivery schedule for 
the pump. 

Levine teaches each row relating to a different set of operating parameters (pg. 
2, par. [0038], pg. 11, par. [0147] and Fig. 23), each set of operating parameters 
defining a different delivery schedule for the pump (pg. 2, par. [0038], pg. 11, par. 
[0147] and Fig. 23). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include each row 
relating to a different set of operating parameters, each set of operating parameters 
defining a different delivery schedule for the pump to increase patient compliance, by 
replicating the experience of the patient visiting an actual clinic (pg. 1, par. [0009]). 

23. As per claim 3, Estes teaches as set forth above at least one cell within each row 
is configured for a unique identifying name, wherein the unique identifying name 
identifies the operating parameters in the same row of as the unique identifying name 
(pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM). 

If, however the prior art is interpreted differently by a third party, the base 
reference and secondary reference teach "at least one cell within each row is configured 
for a unique identifying name, wherein the unique identifying name identifies the 
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operating parameters in the same row of as the unique identifying name" as follows: 

Estes teaches to a method substantially the same as claimed but does not 
expressly teach one cell within each row is configured for a unique identifying name, 
wherein the unique identifying name identifies the operating parameters in the same 
row of as the unique identifying name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 
12:57 AM). 

Levine teaches one cell within each row is configured for a unique identifying 
name (Fig. 23, i.e. "Medication"), wherein the unique identifying name identifies the 
operating parameters in the same row of as the unique identifying name (pg. 2, par. 
[0038], pg. 11, par. [0147] and Fig. 23) 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include one cell 
within each row is configured for a unique identifying name, wherein the unique 
identifying name identifies the operating parameters in the same row of as the unique 
identifying name to increase patient compliance, by replicating the experience of the 
patient visiting an actual clinic (pg. 1, par. [0009]). 

24. As per claim 4, Estes teaches as set forth above the pump has memory (Fig. 2, 
element 106) and runs a delivery program and downloading the operating parameters 
includes downloading the operating parameters into the pump includes downloading 
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the operating parameters into the memory (pgs. 3-4, par. [0035]; i.e. downloading the 
operating parameters from Fig. 2, element 132). 

25. As per claim 5, Estes teaches as set forth above the pump is programmed to run 
a delivery program, the method further comprising running the delivery program, 
thereby executing the operating parameters (pg. 8, par. [0073] and Fig. 6). 

26. As per claim 6, Estes teaches as set forth above the pump has memory (Fig. 2, 
element 106) and is programmed to run a delivery program (pgs. 3-4, par. [0035]; i.e. 
downloading the operating parameters from Fig. 2, element 132), the method further 
comprising: 

downloading all rows of operating parameters to the infusion pump (pgs. 3-4, 
par. [0035] and Figs. 3A, element 300); and 

storing the operating parameters in the memory (pgs. 3-4, par. [0035]). 

27. As per claim 7, Estes teaches as set forth above selecting one unique identifying 
Name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM); and running the 
delivery program wherein the delivery program executes the operating parameters 
identified by the selected unique identifying name (pg. 6, par. [0057] and [0059]). 

If, however the prior art is interpreted differently by a third party, the base 
reference and secondary reference teach "selecting one unique identifying and running 



Application/Control Number: 10/087,449 Page 18 

Art Unit: 2121 

the delivery program wherein the delivery program executes the operating parameters 
identified by the selected unique identifying name" as follows: 

Estes teaches to a method substantially the same as claimed but does not 
expressly teach above selecting one unique identifying Name (pg. 7, par. [0063] and 
Fig. 5; i.e. Susp. On at 12:57 AM); and running the delivery program wherein the 
delivery program executes the operating parameters identified by the selected unique 
identifying name (pg. 6, par. [0057] and [0059]). 

Levine teaches selecting one unique identifying (Fig. 23, i.e. "Medication" type) 
and running the delivery program wherein the delivery program executes the operating 
parameters identified by the selected unique identifying name (pg. 2, par. [0038], pg. 
11, par. [0147] and Fig. 23). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include selecting one 
unique identifying and running the delivery program wherein the delivery program 
executes the operating parameters identified by the selected unique identifying name to 
increase patient compliance, by replicating the experience of the patient visiting an 
actual clinic (pg. 1, par. [0009]). 
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28. As per claim 8, Estes teaches a method of operating a pump (Fig. 1, element 
100), the pump having a memory (pgs. 3-4, par. [0035] and Fig. 1, element 106) and a 
pump mechanism (pg. 3, par. [0029]), the method comprising: 

receiving from a computer, a plurality of data sets, each data set in the plurality 
of data sets containing a plurality of operating parameters (Fig. 3A, element 300; Fig. 2, 
elements 100 and 132; pgs. 3-4, par. [0035]; Fig. 5, Alarm/Event Marker Table; pg. 6, 
par. [0060], i.e., "The graph is derived from carbohydrate consumption events from the 
event marker table that have been logged by the user"; pg. 7, [0063], i.e., "the time 
change is displayed in either 12 or 24 hr format depending on user's settings"; pg. 7, 
par. [0064], i.e., "At least some of these events can be taken as inputs to the bolus 
estimator 128 in calculating an insulin dosage"), 

storing the plurality of data sets in memory (pgs. 3-4, par. [0035] and Fig. 1, 
element 106); 

selecting one of the plurality of data sets (pg. 8, par. [0008]) and Fig. 6, i.e. 
SUSPEND, BOLUS, BASAL); and 

running a delivery program wherein the delivery program executes the operating 
parameters in the selected one of the plurality of data sets, the operating parameters 
defining a delivery schedule for controlling the pump mechanism (pg. 8, par. [0073] 
and Fig. 6, BOLUS DELIVERY). 



Application/Control Number: 10/087,449 Page 20 

Art Unit: 2121 

Estes does not expressly teach wherein each data set in the plurality of data sets 
contains the same type of operating parameters and at least two of the data sets 
contain different values for the same type of operating parameter. 

Levine teaches each data set in the plurality of data sets contains the same type 
of operating parameters (Fig. 23, i.e. "Medication", "Date", "Dosage", "Frequency" and 
"Purpose of Medication") and at least two of the data sets contain different values for 
the same type of operating parameter (pg. 11, par. [0147] and Fig. 23). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include each data 
set in the plurality of data sets contains the same type of operating parameters and at 
least two of the data sets contain different values for the same type of operating 
parameter to increase patient compliance, by replicating the experience of the patient 
visiting an actual clinic (pg. 1, par. [0009]). 

29. As per claim 9, Estes teaches an apparatus (Fig. 2, element 132) for 
programming an infusion pump (pgs. 2-3, par. [0027]), pgs. 3-4, par. [0034] and 
[0035] and Fig. 1, element 100), the pump programmed to execute a delivery program 
(pgs. 3-4, par. [0034]), the delivery program programmed to process operating 
parameters (pg. 3, par. [0032] and [0033]), the operating parameters defining 
operating of the pump (pg. 6, par. [0054]; i.e. corresponding operating parameters and 
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cells, e.g. Max Bolus: 5.7U, Time Display: 24 Hr., Beep Volume: 3), the apparatus 
comprising: 

a data port (pg. 3, par. [0034] and Fig. 2, e.g. PC, laptop); 

a data entry device (pg. 3, par. [0034] and Fig. 2, e.g. PC, laptop); and 

a processor in data communication with the data port and the data entry device 
(pg. 3, par. [0034]; e.g. PC, laptop), 

generating a table (Fig. 3A, element 300), the table containing a row, the row 
having a plurality of cells (pg. 6, par. [0054]; i.e. corresponding operating parameters 
and cells, e.g. Max Bolus: 5.7U, Time Display: 24 Hr., Beep Volume: 3), each cell in 
the row relating to a different operating parameter for the delivery program (pg. 6, 
par. [0054]; i.e. corresponding operating parameters and cells, e.g. Max Bolus: 5.7U, 
Time Display: 24 Hr., Beep Volume: 3); 

(b) receive data from the data entry device and display the data in one or more 
of the cells (pgs. 3-4, par. [0035], Fig. 1 and 2, elements 106 and 132 and Fig. 3A, 
element 300); and 

(c) download the operating parameters displayed (col. 6, par. [0054]) in the cells 
to the infusion pump (pgs. 3-4, par. [0035], Fig. 1 and 2, elements 106 and 132 and 
Fig. 3A, element 300). 

Estes does not expressly teach the processor programmed to (a) generate a 

table. 



Application/Control Number: 10/087,449 Page 22 

Art Unit: 2121 

Levine teaches the processor programmed to (a) generate a table (pg. 2, par. 
[0038], pgs. 4-5, par. [0090], pg. 11, par. [0147] and Fig. 23, element 1800). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include the 
processor programmed to (a) generate a table to increase patient compliance, by 
replicating the experience of the patient visiting an actual clinic (pg. 1, par. [0009]). 

30. As per claim 10, Estes teaches the processor is further programmed to generate 
a plurality of rows in the table rows (pg. 6, par. [0054]; i.e. corresponding operating 
parameters and cells, e.g. Max Bolus: 5.7U, Time Display: 24 Hr., Beep Volume: 3). 

Estes does not expressly teach each row relating to a different set of operating 
parameters, each set of operating parameters defining a different delivery schedule for 
the pump. 

Levine teaches to each row relating to a different set of operating parameters 
(pg. 2, par. [0038], pg. 11, par. [0147] and Fig. 23), each set of operating parameters 
defining a different delivery schedule for the pump (pg. 2, par. [0038], pg. 11, par. 
[0147] and Fig. 23). 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include each row 
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relating to a different set of operating parameters, each set of operating parameters 
defining a different delivery schedule for the pump to increase patient compliance, by 
replicating the experience of the patient visiting an actual clinic (pg. 1, par. [0009]). 

31. As per claim 11, Estes teaches as set forth above each row in the table includes 
at least one cell configured to receive (as opposed to actually receiving) a 

unique identifying name, wherein the unique identifying name identifies the operating 
parameters in the same row as the unique identifying name (pg. 7, par. [0063] and Fig. 
5; i.e. Susp. On at 12:57 AM). 

If, however the prior art is interpreted differently by a third party, the base 
reference and secondary reference teach "each row in the table includes at least one 
cell configured to receive (as opposed to actually receiving) a unique identifying 
name, wherein the unique identifying name identifies the operating parameters in the 
same row as the unique identifying name" as follows: 

Estes teaches to a method substantially the same as claimed but does not 
expressly teach each row in the table includes at least one cell configured to receive 
(as opposed to actually receiving) a unique identifying name, wherein the unique 
identifying name identifies the operating parameters in the same row as the unique 
identifying name (pg. 7, par. [0063] and Fig. 5; i.e. Susp. On at 12:57 AM). 
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Levine teaches each row in the table includes at least one cell configured to 
receive (as opposed to actually receiving) a unique identifying name (Fig. 23, i.e. 
"Medication"), wherein the unique identifying name identifies the operating parameters 
in the same row as the unique identifying name (pg. 2, par. [0038], pg. 11, par. 
[0147] and Fig. 23) 

Therefore, it would have been obvious to a person of ordinary skill in the art at 
the time of applicant's invention to modify the teaching of Estes to include each row in 
the table includes at least one cell configured to receive a unique identifying name, 
wherein the unique identifying name identifies the operating parameters in the same 
row as the unique identifying name to increase patient compliance, by replicating the 
experience of the patient visiting an actual clinic (pg. 1, par. [0009]). 

32. As per claim 13, Estes teaches as set forth above downloading the data set to 
the pump from a computer (pgs. 3-4, par. [0035], Fig. 1 and 2, elements 106 and 132 
and Fig. 3A, element 300). 

33. As per claim 14, Estes teaches as set forth above storing a data set in the 
memory (pgs. 3-4, par. [0035] and Fig. 1, element 106), includes storing two or more 
data sets in the memory (pgs. 3-4, par. [0035] and Fig. 1, element 106), each data set 
including a set of operating parameters defining a delivery schedule (Fig. 3A, element 
300; Fig. 2, elements 100 and 132; pgs. 3-4, par. [0035]; Fig. 5, Alarm/Event Marker 
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Table; pg. 6, par. [0060], i.e., "The graph is derived from carbohydrate consumption 
events from the event marker table that have been logged by the user"; pg. 7, [0063], 
i.e., "the time change is displayed in either 12 or 24 hr format depending on user's 
settings"; pg. 7, par. [0064], i.e., "At least some of these events can be taken as inputs 
to the bolus estimator 128 in calculating an insulin dosage"). 

34. As per claim 15, Estes teaches as set forth above to generating a menu, the 
menu including at least one menu item corresponding to one of the unique identifying 
names; and wherein selecting the unique identifying name includes selecting the menu 
item (pg. 8, par. [0073] and Fig. 6, element "Main Menu"). 

35. As per claim 16, Estes teaches wherein storing a data set in the memory (pgs. 3- 
4, par. [0035] and Fig. 1, element 106), includes storing two or more data sets in the 
memory (pgs. 3-4, par. [0035] and Fig. 1, element 106) includes storing a plurality of 
data sets in memory, each data set including a set of operating parameters defining a 
separate delivery schedule (Fig. 3A, element 300; Fig. 2, elements 100 and 132; pgs. 3- 
4, par. [0035]; Fig. 5, Alarm/Event Marker Table; pg. 6, par. [0060], i.e., "The graph is 
derived from carbohydrate consumption events from the event marker table that have 
been logged by the user"; pg. 7, [0063], i.e., "the time change is displayed in either 12 
or 24 hr format depending on user's settings"; pg. 7, par. [0064], i.e., "At least some of 
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these events can be taken as inputs to the bolus estimator 128 in calculating an insulin 
dosage"). 

36. As per claim 17, Estes teaches as set forth above to generating a menu includes 
generating a menu having at least one menu item corresponding to a unique identifying 
name from one data set and at least one menu item corresponding to a unique 

identifying name from another data set (pg. 8, par. [0073] and Fig. 6, element "Main 
Menu"). 

37. As per claim 18, Estes teaches as set forth above to the execution of the delivery 
program from the set of operating parameters in one data set to the set of operating 
parameters in another data set (pg. 8, par. [0074]). 

38. As per claim 20, Estes teaches set forth above a data port (pg. 3, par. [0034] 
and Fig. 2, e.g. PC, laptop), the processor being further arranged to control 
downloading of the data set and storage of the data set into the memory (pgs. 3-4, par. 
[0035], Fig. 1 and 2, elements 106 and 132 and Fig. 3A, element 300). 

39. As per claim 21, Estes teaches as set forth above the memory stores two or 
more data sets in the memory (pgs. 3-4, par. [0035] and Fig. 1, element 106), each 
data set including a set of operating parameters defining a delivery schedule (Fig. 3A, 
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element 300; Fig. 2, elements 100,132; 0035, lines 1-7; Fig. 5, Alarm/Event Marker 
Table; Page 6, [0060], lines 1-6, i.e., "The graph is derived from carbohydrate 
consumption events from the event marker table that have been logged by the user"; 
Page 7, [0063], lines 1-13, i.e., "the time change is displayed in either 12 or 24 hr 
format depending on user's settings"; [0064], lines 13-15, i.e., "At least some of these 
events can be taken as inputs to the bolus estimator 128 in calculating an insulin 
dosage"). 

40. As per claim 22, Estes teaches as set forth above the processor is further 
programmed to generate a menu, the menu including at least one menu item 
corresponding to one of the unique identifying names, wherein selecting the menu item 
is at least one step in beginning execution of the delivery program (pg. 8, par. [0073] 
and Fig. 6, element "Main Menu"). 

41. As per claim 23, Estes teaches as set forth above the memory stores two or 
more data sets (pgs. 3-4, par. [0035] and Fig. 1, element 106), each data set including 
a set of operating parameters defining a separate delivery schedule (Fig. 3A, element 
300; Fig. 2, elements 100 and 132; pgs. 3-4, par. [0035]; Fig. 5, Alarm/Event Marker 
Table; pg. 6, par. [0060], i.e., "The graph is derived from carbohydrate consumption 
events from the event marker table that have been logged by the user"; pg. 7, [0063], 
i.e., "the time change is displayed in either 12 or 24 hr format depending on user's 
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settings"; pg. 7, par. [0064], i.e., "At least some of these events can be taken as inputs 
to the bolus estimator 128 in calculating an insulin dosage"). 

42. As per claim 24, Estes teaches as set forth above the processor is further 
programmed to generate a menu, the menu including at least one menu item 
corresponding to a unique identifying name from one data set and at least one unique 
identifying name from another data set (pg. 8, par. [0073] and Fig. 6, element "Main 
Menu"). 

43. As per claim 25, Estes teaches as set forth above the processor is further 
programmed to switch execution of the delivery program from the set of operating 
parameters in one data set to the set of operating parameters in another data set (pg. 
8, par. [0074]). 

Response to Arguments 

44. Applicant's arguments see Remarks pgs. 8-11, filed 15 September 2008 with 
respect to claims 1-25 under 35 U.S.C. 102(e) have been considered but are moot in 
view of the new ground(s) of rejection. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

The following references are cited to further show the state of the art with 
respect to medical management systems. 

U.S. Patent Publication No. 2004/0167465 discloses a method and system for 
medical device authentication 

U.S. Patent No. 2008/0300534 discloses an apparatus for indicating a change in 
operation of a medical infusion pump. 

U.S. Patent No. 2008/0033402 discloses an apparatus comprising a pump 
configured to deliver insulin, an input configured to receive blood glucose data, a user 
interface, and a controller communicatively coupled to the pump, the input, and the 
user interface. 

U.S. Patent No. 5,153,827 discloses an infusion management and pumping 
system having an alarm handling system. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire 
later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer L. Norton whose telephone number is 
(571)272-3694. The examiner can normally be reached on 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Albert Decady can be reached on 571-272-3819. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
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have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Albert DeCady/ 
Supervisory Patent Examiner 
Art Unit 2121 



